
D)EPARTrMENT 'OF HEALTIF & HIUMAN SE.RVICES Public F caki Service

10903 New% I tampshirc Avenue

D~ocumecnt Control Center - \V066-G609
Silver Spring, IMl 20993-00012

September 26, 2013

Anhui Jinjianqiao Med-Tech Co., LTD.
c/o Field Fit
Shenzhen Zyte Consulting Co.. LTD.
05c.Fuhai Kangle Building, Nashan District Shenhen
Shenzhen, Guangdong
China

Re: K130150
Trade/Device Name: Dohienes Electrical Stimulators
Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief
Regulatory Class: Class 11
Product Code: NUH. NOX
Dated: July 24. 2013
Received: August 14. 2013

Dear Field Fiu:

We have reviewed your Section 5 10O(k) prernarket notilication of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications,
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, thereflore, market the device. Subject to the general controls provisions of the Act.

The general controls provisions of the Act include requirements for annual registration, listing of'
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Hll (PMA).
it may be subject to additional controls. Existing major regulations affecting Your device can be
found in the Code of Federal Regulations, Title 21. Parts 800 to 898, In addition. FDA may
publish further announcements concerning your device in the Federal Relgister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements. including, but not limited to: registration and listing (2 1
CFR Part 807); labeling (21 CJR Part 801 ); medical device reporting (reporting of mnedical
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device-related adverse events) (2 1 CER 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (2 1 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 53 1-542 ofthce Act): 21 CPR 1000- 1050.

1lfyou desire specific advice for your device Oil our labeling regulation (2 1 CPR Part 80 1), please
contact the Division of Small Manufacturers. International and Consumer Assistance at its toll-
free number (800) 638-204 1 or (30!1) 796-7 100 or at its Internet address

ittp:/www Id cy/Md cl Dvics/cso res tr~'u/ ndstr/d fai I .hm.Also, please note
the regulation entitled. 'Misbranding by reference to premarkct notification" (21 CER Part
807.97). For questions regarding tlie reporting of adverse events tinder the MDR regulation (21
CFR Part 803), please go to

Iitrj:/ww. 'd~eol~d cl eviesMa ct/Rcpoia 'rblcn/e Fui .hnifor thle C DRH's Office
of Surveillance and Biometrics/Division of Postniarket Surveillance.

YOU may obtain other general information on your responsibilities tinder thle Act fromt the
Division of Small Manufacturers. International and Consumer Assistance at its toll-free nuLmber
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yours.

Joyce M. Whang -S
for Victor Krauthamer. Ph.D.

Acting Director. Division of Neurological and
Physical Medicine IDevices
Office of Device Evaluation
Cetiter for Devices and

Radiological HeIalth

Enclosure



Indications for Use

510(k) Number (if known): K130150

Device Name: Dahenes Electrical Stimulators

Indications For Use:

To be used for temporary relief of pain associated with sore and aching muscles in the
shoulder, waist, back, neck, upper extremities (arm), and lower extremities (leg) due to
strain from exercise or normal household work activities.

It is intended to be used to stimulate healthy muscles in order to improve and facilitate
muscle performance.

Prescription Use ___ AND/OR Over-The-Counter Use __X__
(Part 21 CFR 801 Subpart D) (21 CFIR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW TH IS LI NE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Joyce M. Whang -S
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